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Preface

Public Comment

Comments and suggestions may be submitted at any time for Agency consderation to Charles
Finder, Divison of Mammography Quadlity and Radiation Programs, HFZ-240, 1350 Piccard
Drive, Rockville, MD 20850. Comments may not be acted upon by the Agency until the document
is next revised or updated. For questions regarding the use or interpretation of this guidance contact
Charles Finder at 301-594-3332.

Additional Copies

Additiona copies are available from the World Wide Wel/ CDRH/mammography home page at
http://mww.fda.gov/cdrivmammography or CDRH Facts on Demand at 1-800-899-0381 or
301-827-0111 from a touch-tone telephone. Press 1 to enter the system and enter the document
number (1496) followed by the pound sign (#). Follow the remaining voice prompts to complete
your request.
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Compliance Guidance'
The Mammography Quality Standards Act
Final Regulations Document #3

Background

The Mammography Quality Standards Act (MQSA) was passed on October 27, 1992, to establish
nationa quality standards for mammography. The MQSA required that to provide mammography services
legaly after October 1, 1994, dl facilities, except facilities of the Department of Veterans Affairs, must be
accredited by an approved accreditation body and certified by the Secretary of Health and Human Services
(the Secretary). The authority to approve accreditation bodies and to certify facilities was delegated by the
Secretary to the FDA. On October 28, 1997, the FDA published the MQSA find regulationsin the
Federal Register. Thefind regulations became effective April 28, 1999, and replaced the interim
regulations (58 FR 67558 and 58 FR 67565).

The FDA isusing avariety of efforts to educate the public about the find regulations. These effortsinclude
making presentations at key professona meetings and providing informationa materidsto the public. The
currently available documents include a quarterly newdetter Mammography Matters and an Internet home
page (http:/Amww.fda.gov/cdrivmammography) containing al previoudy issued guidance, including the latest
edition of “Preparing for the MQSA Inspection.”

1 This document isintended to provide guidance. It represents the Agency’s current thinking on this topic.
It does not create or confer any rights for or on any person and does not operate to bind FDA or the
public. An aternative agpproach may be used if such approach satisfies the requirements of the applicable
dtatute, regulations, or both.



| ntroduction

This document is intended to provide guidance to mammography facilities and their personnel. 1t represents
the Food and Drug Adminigration’s (FDA) current thinking on the find regulations implementing the
Mammography Qudity Standards Act (MQSA) (Pub. L. 102-539). The FDA uses mandatory language,
such as shdl, musgt, and require, when referring to statutory or regulatory requirements. The FDA uses non-
mandatory language, such as should, may, can, and recommend when referring to guidance. Itisthe
respongbility of the facility to read, understand, and follow the find regulations.

Under its own authority, a State may impose more stringent requirements beyond those specified under

MQSA and itsimplementing regulations. A facility may want to check with the State or local authorities
regarding ther requirements.



| nspections - General

Quedtion: Our facility has severd patient waiting areas. Can | photocopy our facility certificate and place
copiesin each area?

Answer: While the Statute requires that the origina certificate be prominently displayed, the photocopying of
the certificate so that it may be displayed in additional areasis not prohibited. However, we recommend
that facilities wishing to display their MQSA certificate in severd different aress obtain additiona certificates
(at no charge) by contacting FDA at 1-800-838-7715 or writing to: FDA MQSA Program, P.O. Box
6057, Columbia, MD 21045-6057. Facilities with State-issued MQSA certificates should check with their
State agencies for their policies regarding additiond certificates. Facilities are reminded that, a a minimum,
they must have the origind certificate displayed even if they choose to display additiona copies of the
certificate. Mobile facilities must have a least one origind certificate displayed whenever the mobile unit is

performing mammography.

Quegtion: We have amammography unit thet is used soldy for interventiona mammographic procedures.
The unitisnot MQSA certified. During the course of these interventional procedures, we take
mammographic images. Because our unit is not MQSA certified, what redtrictions exist on the
mammographic images we may perform during such procedures?

Answer: Because interventiond mammography is currently excluded from regulation, units that are used
soldy for interventional procedures do not have to be MQSA certified. However, these uncertified units
must not be used to perform conventiond mammographic examinations. Uncertified units may be used to
produce mammographic images only if they meet dl of the fallowing conditions:

1. The mammographic images obtained are an integrd part of an interventional procedure .

2. Fadlitiesmug not bill separately for these mammographic images. They mugt bill only for the
interventiona procedure.

3. If the mammographic images obtained as part of the interventiona procedure result in the cancellation of
the procedure (e.g. leson or cdcifications no longer seen, cacifications are determined to be in the
skin), the facility must not report nor bill the attempted procedure as a mammogram, but rather asa
canceled procedure.

4. If the procedureis canceled for reasons described in 3, FDA strongly recommends that the findings (or
absence of findings) be confirmed by an immediate follow-up study performed on an MQSA certified
unit.

Quedtion: Our facility is currently undergoing accreditation. We meet al MQSA regulatory requirements.
However, our accreditation body recommends certain actions that are more stringent than those in the
regulations. If wefollow MQSA regulations (but do not meet al those recommended by the accreditation
body), can our facility be denied accreditation?

Answer: No. If afacility meetsadl MQSA regulations, its accreditation (or reaccreditation) cannot be
denied for failure to meet accreditation body recommendations beyond MQSA requirements. Similarly,



additiond test(s) not listed in the find regulations cannot be mandated as a condition for afacility's
accreditation or reaccreditation. Facilities are reminded that States have the authority to require more
gringent standards than MQSA and that they can enforce these more stringent standards under State laws
and regulations (to the point of prohibiting an MQSA certified facility from operating in the State).

Definitions

21 CFR 900.2
(o) Direct supervision means that:

(2) During joint interpretation of mammograms, the supervising interpreting physician reviews,
discusses, and confirms the diagnosis of the physician being supervised and signs the resulting report
before it is entered into the patient's records; or

(2) During the performance of a mammography examination or survey of the facility's equi pment
and quality assurance program, the supervisor is present to observe and correct, as needed, the
performance of the individual being supervised who is performing the examination or conducting the
survey.

Quedtion: Physician A is under the direct supervision of physician B who works at another facility.
Physcian B provides aletter documenting the number of examinations for which he/she provided direct
supervison. Must physician B dso include documentation showing that he/she is a qudified interpreting
physcian?

Answer: No. While physcian B must be aqudified interpreting physcian, he/she does not have to include
documentation showing that he/sheis a qudified interpreting physician.

Question: Technologist A is under the direct supervison of technologist B who works at another facility.
Technologist B provides aletter documenting the number of examinations for which he/she provided direct
supervison. Must technologist B dso include documentation showing that he/sheisaquaified radiologic
technologist?

Answer: No. While technologist B must be a qualified radiologic technologi<t, he/she does not have to
include documentation showing that he/she is a qudified radiologic technologist.

Quedtion: Physcigt A isunder the direct supervision of physicist B who works at another facility. Physicist B
provides a letter documenting the number of surveys for which he/she provided direct supervison. Must
physicist B aso include documentation showing that he/sheisaquaified medica physicist?

Answer: No. While physicist B must be aqudified medica physicig, he/she does not have to include
documentation showing that he/sheis aqudified medica physcis.

Question: Can direct supervison of an interpreting physcian be provided exdusvey through the use of
telemammography?



Answer: No. At the present time, teleradiology systems have not been approved for primary interpretation
of mammograms. Because of this, direct supervison of an interpreting physician cannot be provided
exclusvdy through the use of tdlemammography. Thisissue will be revisited when soft copy interpretation
of full-fidd digitd mammography or tderadiology systems specificaly designed for mammography are
gpproved for clinica use.

21 CFR 900.2(11)
Physical science means physics, chemistry, radiation science (including medical physics and health
physics), and engineering.

Quedtion: Isadegree in nuclear physics considered a physical science degree?

Answer: Yes. Nuclear physicsis a specidty of physics and therefore meets the physica science degree
requirement.

Personnel - General

21 CFR 900.12(a)

Personnel. The following requirements apply to all personnel involved in any aspect of
mammography, including the production, processing, and inter pretation of mammograms and
related quality assurance activities:

Quedtion: At thetime of the inspection, the sole interpreting physician, radiologic technologist, and/or
medica physcig at afacility isfound to not meet one of thelr requirements. Must the person and the facility
immediately stop practicing mammography?

Answer: If personnd fall to meet arequirement, the facility will be cited. The actions that the facility and the
persons involved must or should take will be dependent on the specific circumstances that exist at the
facility. For example, if the radiologic technologidt fails to meet a requirement, the technologist can continue
to perform mammography under the direct supervison of the interpreting physician (as long as the physician
meets the technologigt qudifications). If the physician fails to meet a requirement, he/she must sop
interpreting mammograms independently; however, the facility can continue to perform mammography with
the studies being interpreted by a different interpreting physician at alater time. Under no circumstance can
the interval between performing and providing the results of the examination exceed 30 days. If the medicd
physici fals a requirement, the facility will be cited but can continue to perform and interpret
mammograms.

Because the consequences of having afacility cease performing mammography services, even for ashort
time, can be so detrimental to patient access and patient care, the ingpector must take specia actionsin such
cases. If both the interpreting physician and radiologic technologist fail to meet their requirements or other
conditions exist that would cause shut down of the facility’ s operations, the ingpector should immediately



contact the FDA Inspector Helpdesk for further instructions. In those cases where FDA determines that
thereis not an immediate risk to human hedlth, the facility can continue to use the personne for alimited time
50 that the problem(s) can be corrected without adversely affecting patient care.

Question: Can time spent directly supervising other personnd, or being directly supervised, count toward
the continuing education requirement?

Answer: No. While time spent being directly supervised can be counted toward meeting appropriate initia
requirements, time spent directly supervising other personnel or being directly supervised cannot count
toward the continuing education requirement for either the supervisor or those being supervised.

Quedtion: Can an interpreting physician position patients or perform mammographic examinations?

Answer: Aslong asthe interpreting physician meets the qualifications of a radiologic technologist or is
under the direct supervison of aqudified radiologic technologist, he/she can pogtion patients or perform
mammographic examinations.

Quedtion: If the person providing direct supervison isfound to be unqudified, how doesthat affect the
gtatus of the person being supervised?

Answer: Due to the large number of variables that may be involved, the satus of the person being
supervised will be determined on a case-by-case basis at the time such Situations arise.

Quedtion: If afacility falsto have proper documentation for a personnel requirement, will the facility be cited
for failure of the ingpection question, “Required personnd documents available?’

Answver: Yes. If the facility is unable to supply the ingpector with dl the appropriate documentation for any
personnd qudifications during the time the ingpector is a the facility, the ingpector will answer the personnel
question, “Required documents available?” with an “N” thereby generating aleve 3 finding. Examples
include: personnd who do not have any documentation showing they meet any one of their respective
personnd requirements, personnd whose documents are not available at the facility but are claming that
they exit, and personnd who have incomplete documentation or whose documentation has been rejected

by the ingpector.
| nter preting Physician

21 CFR 900.12(a)(1)(ii)(A)

Following the second anniversary date of the end of the calendar quarter in which the requirements
of paragraph (a)(1)(i) of this section were completed, the interpreting physician shall have
interpreted or multi-read at least 960 mammographic examinations during the 24 months
immediately preceding the date of the facility’ s annual MQSA inspection or the last day of the



calendar quarter preceding the inspection or any date in-between the two. The facility will choose
one of these dates to determine the 24-month period.

Quedtion: Under the interim regulations, physicians could not count inter ventional mammographic
examinations toward the initid or continuing experience requirements. Does this continue under the find
regulations?

Answer: Yes. Because interventiona mammography is currently excluded from MQSA regulations,
performance of interventiond mammographic examinations cannot count toward the initid or continuing
experience requirements.

Quedtion: If an interpreting physician is the sole owner of a mammography facility (and thereforeis
consdered the mogt responsible officid of the facility), can the interpreting physician document his’her own
continuing experience?

Answver: Yes. While acting in the capacity of the most respongble officid of the mammography facility, an
interpreting physcian can document his’her own continuing experience. While such documentation will be
accepted in routine cases, it is assumed that this documentation is based upon more extensive records, such
asfacility logs or reports, and that these could be examined if need be.

Radiologic Technologist

21 CFR 900.12(a)(2)
Radiologic technologists. All mammographic examinations shall be performed by radiologic
technol ogists who meet the following general requirements, mammography requirements, and
continuing education and experience requirements:

(i) General requirements. (A) Be licensed to perform general radiographic proceduresin a Sate;
or

(B) Have general certification from one of the bodies determined by FDA to have procedures and
requirements adequate to ensure that radiologic technologists certified by the body are competent to
perform radiologic examinations; and

Question: Does the American Registry of Radiologic Technologists (ARRT) certificate or ARRT(M)
certificate have to be samped with the date it was originaly issued?

Answer: The certificate does not have to be slamped with the date it was origindly issued. If atechnologist
isusng the ARRT certificate to document generd certification, the date of issuance is necessary to establish

the technologist’ s starting date. Therefore, the facility must have some form of documentation identifying this
date.



21 CFR 900.12(a)(2)(ii)

Mammography requirements. Have, prior to April 28, 1999, qualified as a radiologic technologist

under paragraph (a)(2) of this section of FDA’ s interim regulations or completed at least 40 contact

hours of documented training specific to mammography under the supervision of a qualified

instructor. The hours of documented training shall include, but not necessarily be limited to:

(A) Training in breast anatomy, physiology, positioning, compression, quality assurance/quality

control techniques, imaging of patients with breast implants;

(B) The performance of a minimum of 25 examinations under the direct supervision of an individual
gualified under paragraph (a)(2) of this section; and

(C) Atleast 8 hours of training in each mammography modality to be used by the technologist in
performing mammography exams

Quegtion: Can smulated examinations (person not irradiated) count toward the initid, or continuing, or
requaification experience requirement?

Answer: No. Simulated examinations are not acceptable toward meeting the experience requirements.
While smulations may be useful, the full experience benefit cannot be achieved without the gbility to evduate
and learn from the films obtained during an actud examination.

21 CFR 900.12(a)(2)(iv)(A)

Continuing experience requirements. Following the second anniversary date of the end of the
calendar quarter in which the requirements of paragraphs (a)(2)(i) and (a)(2)(ii) of this section were
completed or of April 28,1999, whichever islater, the radiologic technologist shall have performed a
minimum of 200 mammography examinations during the 24 months immediately preceding the date
of the facility’ s annual inspection or the last day of the calendar quarter preceding the inspection or
any date in between the two. The facility will choose one of these dates to deter mine the 24-month
period.

Quedtion: Can smulated examinations (person not irradiated) count toward the initid, or continuing, or
requaification experience requirement?

Answer: No. Simulated examinations are not acceptable toward meeting the experience requirements.
While smulations may be useful, the full experience benefit cannot be achieved without the gbility to evduate
and learn from the films obtained during an actud examination.

Quedtion: Under the interim regulations, physicians could not count inter ventional mammographic
examinaions toward theinitid or continuing experience requirements. Has this same policy been extended
to radiologic technologists under the find regulations?

Answer: Yes. Because interventiona mammography is currently excluded from MQSA regulations,
performance of interventiond mammographic examinations cannot count toward the initid or continuing
experience requirements.



Medical Physicist

21 CFR 900.12(a)(3)
All medical physicists conducting surveys of mammography facilities and providing oversight of the
facility quality assurance program under paragraph (e) of this section shall meet the following:

21 CFR 900.12(a)(3)(i)
Initial Qualifications
(A) Be Sate licensed or approved or have certification in an appropriate specialty area by one of
the bodies determined by FDA to have procedures and requirements to ensure that medical
physicists certified by the body are competent to perform physics survey; and
(B) (1) Have a mastersdegree or higher in a physical science from an accredited institution, with
no less than 20 semester hours or equivalent (e.g., 30 quarter hours) of college
undergraduate or graduate level physics;
(2) Have 20 contact hours of documented specialized training in conducting surveys of
mammography facilities; and
(3) Have the experience of conducting surveys of at least 1 mammography facility and a total
of at least 10 mammography units. No more than one survey of a specific unit within a
period of 60 days can be counted towards the total mammography unit survey requirement.
After April 28, 1999, experience conducting surveys must be acquired under the direct
supervision of a medical physicist who meets all the requirements of paragraphs (a)(3)(i)
and (a)(3)(iii) of this section;

Quedtion: Isameaster’ s degree in Radiologic Technology sufficient to meet the degree requirement?

Answer: Yes, Radiologic Technology is considered to be a discipline under radiation science and, as such,
satiffiesthe Agency’ s definition of physicad science.

Quedtion: | have a degree in aphysical science (see physical science) obtained at anon-USingtitution. Is
that acceptable toward meeting the requirement?

Answer: A degree from anon-US indiitution is acceptable if the physicist can provide information showing
that his or her foreign degree is accepted by an accredited US indtitution, the Committee on Accreditation of
Medica Physicists Education Programs (CAMPEP), World Education Testing, or by one of the
professional certifying bodies approved by FDA. In cases where acceptance of aforeign degree by either
an accredited US indtitution or by one of the FDA-approved professiona certifying bodies can not be
provided, FDA will evaluate such degrees on a case-by-case basis.

21 CFR 900.12(a)(3)(ii)) Alternative Initial Qualifications

(A) Have qualified as a medical physicist under paragraph (a)(3) of this section of FDA's interim
regulations and retained that qualification by maintenance of the active status of any licensure,
approval, or certification required under the interim regulations; and



(B) Prior tothe April 28, 1999, have:

(1) Abachelor’sdegree or higher in a physical science from an accredited institution with no
less than 10 semester hours or equivalent of college undergraduate or graduate level
physics,

(2) Forty contact hours of documented specialized training in conducting surveys of
mammography facilities, and

(3) Have the experience of conducting surveys of at least 1 mammography facility and a total
of at least 20 mammography units. No more than one survey of a specific unit within a
period of 60 days can be counted towards the total mammography unit survey requirement.
The training and experience requirements must be met after fulfilling the degree
requirement.

Quedtion: Isabachelor's degree in Radiologic Technology sufficient to meet the degree requirement?

Answer: Yes, Radiologic Technology is consdered to be a discipline under radiation science and, as such,
satidfies the Agency’ s definition of physical science.

Quedtion: | have adegree in a physical science (see physical science) obtained a anon-US indtitution. Is
that acceptable toward meeting the degree requirement?

Answer: A degree from anon-US indtitution is acceptable if the physicist can provide information showing
that his or her foreign degree is accepted by an accredited US ingtitution, the Committee on Accreditation of
Medica Physcigts Education Programs (CAMPEP), World Education Testing, or by one of the
professiond certifying bodies approved by FDA. In cases where acceptance of aforeign degree by either
an accredited US indtitution or by one of the FDA-approved professiond certifying bodies can not be
provided, FDA will evaluate such degrees on a case-by-case basis.

21 CFR 900.12(a)(3)(iii)(B)

Continuing experience. Following the second anniversary date of the end of the calendar quarter in
which the requirements of paragraph (a)(3)(i) or (a)(3)(ii) of this section were completed or of April
28, 1999, whichever islater, the medical physicist shall have surveyed at least two mammography
facilities and a total of at least six mammography units during the 24 months immediately preceding
the date of the facility’ s annual MQSA inspection or the last day of the calendar quarter preceding
the inspection or any date in-between the two. The facility shall choose one of these dates to
determine the 24-month period. No more than one survey of a specific facility within a 10-month
period on a specific unit within a period of 60 days can be counted towards this requirement.

Quedtion: Under the interim regulations, physicians could not count inter ventional mammographic

examinaions toward the initid or continuing experience requirements. Will this same policy be extended to
medica physicigs under thefind regulations?

10



Answer: Yes. Because interventiona mammography is currently excluded from MQSA regulations, surveys
of interventiona mammographic facilities or units can not count toward the initid or continuing experience
requirements.

Quedtion: If amedicd physcig isthe sole owner of a physcs consulting business (and thereforeis
consdered the most respongble officid of that business), can the medica physicist document hisher own
continuing experience?

Answver: Yes. While acting in the capacity of the most responsible officid of the physics consulting business,
amedicd physcist can document hisher own continuing experience. While such documentation will be
accepted in routine cases, it is assumed that this documentation is based upon the survey reports and that
these could be examined if need be.

Equipment - General

Quedtion: At the time of the ingpection, a mammographic unit is found to not meet one or more of the
specific equipment requirements listed in 900.12(b) (3-10). Must the unit immediately be taken out of
service?

Answer: No. However, the unit must be replaced, modified or repaired as soon as possible. The facility
may continue to use the unit for alimited time, as long as it takes measures to ensure that the fallure to
comply with the requirement does not result in substandard patient care. The facility is reminded thet
regardless of what is stated above, the unit must remain in compliance with the requirements listed in
900.12(e) if it isto be used on patients.

Equipment

21 CFR 900.12(b)(8)(i)

Application of compression. Effective October 28, 2002, each system shall provide: (A) An initial
power -driven compression activated by hands-free controls operable from both sides of the patient;
and (B) Fine adjustment compression controls operable from both sides of the patient.

Question: With machines such as the GE 500T, which do not have a separate mechanism for compression
fine adjustment, can tapping the foot pedal for fine adjustment of compression force meet the year 2002
requirement?

Answer: FDA isin the process of developing proposed guidance regarding this issue based on the public

commentsit hasrecelved. A proposed answer to the above question is scheduled to be issued in Draft
Compliance Guidance Document #4.

11



21 CFR 900.12(b)(8)(ii)

Compression paddle. (A) Systems shall be equipped with different sized compression paddles that
match the sizes of all full-field image receptors provided for the system. Compression paddles for
special purposes, including those smaller than the full size of the image receptor (for = spot
compression’”) may be provided. Such compression paddles for special purposes are not subject to
the requirements of paragraphs (b)(8)(ii)(D) and (b)(8)(ii)(E) of this section.

Quedtion: Can asingle paddie meet the requirement of being matched to al full-field image receptors
provided for the system?

Answer: No. Section 900.12(b)(8)(ii)(A) specifies that the system must have different paddies matched to
each image receptor size provided.

21 CFR 900.12(b)(8)(ii)(B)

Except as provided in paragraph (b)(8)(ii)(C) of this section, the compression paddle shall be flat
and parallel to the breast support table and shall not deflect from parallel by more than 1.0 cm at
any point on the surface of the compression paddle when compression is applied.

21 CFR 900.12(b)(8)(ii)(C)

Equipment intended by the manufacturer's design to not be flat and parallel to the breast support
table during compression shall meet the manufacturer’s design specifications and maintenance
requirements.

Quedtion: What documentation should facilities have to show that their mammography compression paddlies
were designed to not be “flat and parallel to the breast support table?’

Answer: Acceptable documentation would include letters from the manufacturer, copies of manuals
provided by the manufacturer, user ingructions, or Smilar manufacturer-provided materids that indicate the
design intent of the paddle.

21 CFR 900.12(b)(8)(ii)(D)
The chest wall edge of the compression paddle shall be straight and parallel to the edge of the image
receptor.

Question: One of our compression paddlesis not perfectly straight. Doesit still meet the requirement?
Answer: The intent of this regulation is to prevent the use of paddles with a significant concave shape to the
centra portion of the chest wall edge of the paddie. These types of paddies have been found to provide
inadequate imaging of chest wall breast tissue.

The edge of the straight paddle does not have to be perfectly straight, but rather, it is required thet the

manufacturer intended it to be straight and that it be made as straight as manufacturing processes dlow. For
example, if an origind or third party manufacturer offers a paddle with a curved chest wal edge in addition

12



to their Sraight edge paddle, then the curved paddie would not meet the requirement. Asanadin
determining the adequacy of a particular design, the user may consult the manufacturer.

For each x-ray unit, the facility must have at least one standard full-sized compression paddie for both
required image receptor sizes. These paddles must have a straight chest wall edge. Specid purpose
paddies may be provided as needed. Under the regulations, compression paddies that are designed for
gpecid purposes are exempt from the requirement that the chest wall edge of the paddie be straight and
paralel to the edge of the image receptor. Specid purpose paddies are those not routinely used to produce
the standard ML O and CC mammographic views.

21 CFR 900.12(b)(9)
Technique factor selection and display. (i) Manual selection of milliampere seconds (mA’s) or at least
one of its component parts (milliampere (mA) and/or time) shall be available.

(i) The technique factors (peak tube potential in kilovolt (kV) and either tube current in mA and
exposure time in seconds or the product of tube current and exposure time in mA's) to be used
during an exposure shall be indicated before the exposure begins, except when automatic exposure
controls (AEC) are used, in which case the technique factors that are set prior to the exposure shall
be indicated.

(iii) Following AEC mode use, the system shall indicate the actual kilovoltage peak (kVp) and
mA’ s used during the exposure. The mA’s may be displayed as mA and time.

Quedtion: If only the preset kVp is displayed by the unit when used in the AEC mode, isit necessary for a
"preset” indication of mA and/or mAsto be indicated prior to the exposure?

Answer: Any technique factor that is set prior to exposure in the AEC mode must be indicated. However,
the indication need not be by digita display or did. With units where the kVp isthe only factor under direct
control of the operator, the corresponding preset mA or mAs may be set automaticaly by the unit and may
not be normally visible on the control panel. However, these corresponding values should be available from
the manufacturer, if andard for the model, or from the ingtaler, if they can be set to meet the needs of the
facility. If these vaues are given on alabe attached to the control panel or on the technique chart, the unit
will bein compliance with this requiremen.

21 CFR 900.12(b)(10)
Automatic exposure control. (i) Each screen-film system shall provide an AEC mode that is
operable in all combinations of equipment configuration provided, e.g., grid, nongrid; magnification,
nonmagnification; and various target-filter combinations.

(i1) The positioning or selection of the detector shall permit flexibility in the placement of the
detector under the target tissue.

(A) The size and available positions of the detector shall be clearly indicated at the X-ray input
surface of the breast compression paddle.

(B) The selected position of the detector shall be clearly indicated.

(iii) The system shall provide means for the operator to vary the selected optical density fromthe
normal (zero) setting.

13



Question: Do dl possible positions of the AEC detector have to be indicated on the compression paddie?

Answer: Theintent of thisregulation isthat the operator be aware of the characteristics of the AEC detector
in order to ad inimproving image qudity. Under some AEC detector designs it may be difficult to meet the
requirement. Some detectors cover the entire area of the image receptor and once the exposure begins,
they automaticaly sdect the region of maximum dengty asthe active area. For such systems, indication of
the entire potentia active area, dong with gppropriate indructions in the users manud, would stisfy the
requirement. Sincethe areaiis automatically selected, the display of the size of the detector is not required.
Other designs may have an essentidly infinite number of locations under al or part of the image receptor.
An indication of the complete range and detector Sze, coupled with adequate instructions, would be
aufficient. Still others may indicate the range of multiple postions on the paddle. Again, this would satisfy
the requirement. There may be other methods employed that dso satisfy the requirement. The key isthat
the operators know what areas they may select and the size of the detector.

Quedtion: The position of the AEC detector isinfinitely variable over the entire area of the image receptor.
How can the position of such a detector be identified on the compression paddie?

Answer: An indication of the range of coverage and the detector Sze, coupled with ingtructions on the
correct use in the users manud, would satisfy the regulations.

Question: Do paddies designed to be smaller than the full size of the image receptor have to have the AEC
detector position identified?

Answver: No. It was not the intent that paddles designed to be smdler than the full Sze of the image
receptor bear the indication. Fenestrated paddles such as those used for invasive procedures are not
covered by the regulations.

21 CFR 900.12(b)

(14) Thefacility shall make special lights for filmillumination, i.e., hot-lights, capable of producing
light levels greater than that provided by the view box, available to the interpreting
physicians.

(15) Facilities shall ensure that film masking devices that can limit the illuminated area to a region
equal to or smaller than the exposed portion of the film are available to all interpreting
physicians interpreting for the facility.

Question: Do masking view-scopes meet the masking requirement, even if their fidd of view is smaller than
that of the 9ze of the film?

Answer: The requirement is met as long as the masking view-scope can limit the illuminated areato aregion

equd to or smdler than the exposed portion of the film. If thefidd of view of the masking view-scopeis
sgnificantly smaler than the area of visualized breast tissue we recommend thet the facility have additiona
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means of masking to alow the interpreting physician the ability to view and compare both breasts a the
sametime.

M edical Records

21 CFR 900.12(c)(1)

Medical records and mammography reports--(1) Contents and terminology. Each facility shall
prepare a written report of the results of each mammography examination performed under its
certificate. The mammography report shall include the following infor mation:

Question: Our interpreting physicians send out reports and lay summaries under their own letterhead. Must
the certified facility performing the examination be identified on the report and lay summary?

Answer: Yes. While mammography reports and lay summaries may go out under |etterheads other than that
of the certified facility, the name of the certified facility performing the mammography examination must aso
be identified on the report and lay summary.

Quedtion: Mugt the radiologic technologist performing the mammogram be identified in the mammography
report and lay summary?

Answer: No. While the radiologic technologist must be identified on the mammographic images, the
technologist does not have to be identified in either the mammography report or lay summary.

21 CFR 900.12(c)(1)(iv)

[Thereport shall contain] Overall final assessment of findings, classified in one of the following

categories:

(A) "Negative:" Nothing to comment upon (if the interpreting physician is aware of clinical findings

or symptoms, despite the negative assessment, these shall be explained);

(B) "Benign:" Also a negative assessment;

(C) "Praobably Benign:" Finding(s) has a high probability of being benign;

(D) "Suspicious:" Finding(s) without all the characteristic morphology of breast cancer but
indicating a definite probability of being malignant;

(E) "Highly suggestive of malignancy:" Finding(s) has a high probability of being malignant;

21 CFR 900.12(c)(1)(v)

In cases where no final assessment category can be assigned due to incomplete work-up,
“Incomplete: Need additional imaging evaluation” shall be assigned as an assessment and reasons
why no assessment can be made shall be stated by the interpreting physician; and
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21 CFR 900.12(c)(2)(vi)

Recommendations made to the health care provider about what additional actions, if any, should be
taken. All clinical questions raised by the referring health care provider shall be addressed in the
report to the extent possible, even if the assessment is negative or benign.

21 CFR 900.12(c)(2)

Communication of mammography results to the patients. Each facility shall send each patient a
summary of the mammography report written in lay terms within 30 days of the mammographic
examination. If assessmentsare "~ Suspicious’ or ~Highly suggestive of malignancy,”’ the facility
shall make reasonable attempts to ensure that the results are communicated to the patient as soon
aspossble.

(i) Patients who do not name a health care provider to receive the mammography report shall be
sent the report described in paragraph (¢)(1) of this section within 30 days, in addition to the written
notification of resultsin lay terms.

(i) Each facility that accepts patients who do not have a health care provider shall maintain a
system for referring such patients to a health care provider when clinically indicated.

Quedtion: Does the lay summary have to be sgned by the interpreting physician?

Answer: No. While the mammography report must be signed by the interpreting physician, the lay summary
does not have to be signed.

Quedtion: Does the lay summary have to have afinal assessment category?

Answer: No. While the lay summary will be based on the medica report’ s find assessment category, the
summary does not have to include a final assessment category.

Quedtion: Do we have to provide lay summaries trandated into different languages for our patients who
cannot read English?

Answer: Facilities are required to provide lay summaries of their mammography reportsto al ther patients.
The content of the lay summary is left to the facility so that the summary may be customized to adequately
convey information to the patient. While facilities are not required under MQSA to provide summariesin
different languages, those facilities with szable non-English reading populations should make reasonable
efforts to accommodate these patients through the provision of appropriate foreign language summaries.

Question: How should afacility handle alay summary that isreturned “unddiverable?’

Answer: The requirement to communicate results to the patient can be fulfilled by mailing the lay summary to
the patient (at the patient’s last known address), even when the lay summary is returned to the facility and
marked as“unddiverable” While thiswill stisfy the MQSA requirement, the facility may till be
responsible for further attempts at patient communication under their State requirements or Standards of
Cae. Thisisespecidly true where the results are “ suspicious’ or “highly suggestive of maignancy.”

16



Quedtion: How isafacility required to dea with providing lay summaries to patients who, for whatever
reason, cannot communicate?

Answer: The requirement to communicate results to the patient can be fulfilled by providing (e.g., malling)
the lay summary to the patient, even when the patient cannot communicate. In most of these cases,
however, the fadility will be aware of this condition & the time of the udy and should identify alegdly
responsble party to whom to send the lay summary. While sending alay summary to the patient (or a
legdly responsble party) congtitutes official communication and will satisfy the MQSA requirement, the
facility may gill be respongible for further attempts at patient (or legdly responsible party) communication
under their State requirements or Standards of Care. Thisis especidly true where the results are
“suspicious’ or “highly suggestive of malignancy.” Facilities should make reasonable accommodations to try
to ensure that results are communicated to dl patients or their legdly responsible party.

Question: Mugt the radiologic technologist performing the mammogram be identified in the mammography
report and lay summary?

Answver: No. While the radiologic technologist must be identified on the mammographic images, the
technologist does not have to be identified in ether the mammography report or lay summary.

Quegtion: Must alay summary be provided to the patient if the images from an examination are re-read by a
physician not associated with the facility where the examination was originaly performed and interpreted
(e.g., if the patient or hedth care provider requests a second opinion from another facility)?

Answer: No, there is no requirement that alay summary be provided to the patient when re-interpretations
of images are done a afacility different from the facility that made the origind interpretation. However,
FDA grongly recommends that the second facility inform the patient requesting the second opinion of the
results, especialy when the second opinion differs from the initid results.

21 CFR 900.12(c)(3)
Communication of mammography results to health care providers. When the patient has a referring
health care provider or the patient has named a health care provider, the facility shall:

(i) Provide a written report of the mammography examination, including the itemslisted in
paragraph (c)(1) of this section, to that health care provider as soon as possible, but no later than 30
days from the date of the mammography examination; and

(i) If the assessment is " Suspicious’ or " Highly suggestive of malignancy,”’ make reasonable
attempts to communicate with the health care provider as soon as possible, or if the health care
provider is unavailable, to a responsible designee of the health care provider.

Quedtion: Our facility’s mammography reports are ble to our hedlth care providers on computer.

Because of this, we do not print out reports to send to the providers. Will providing the mammography
reports through the use of computers (e.g., E-mail) be acceptable under the final regulations?

17



Answer: Computer reports are acceptable under the find regulations. However, facilities should be avare
that the regulations require that mammography reports be provided to referring health care providers and to
sdf-referred patients and adso must be transferred, on the request of the patient or on her behdf, to other
medica inditutions or health care providers or to the patient herself. The facility may develop appropriate
procedures for providing these reports. Facilities may use different means of communication for deaing
with the specific Situations described above. Where eectronic means (e.g., E-mail) will successfully provide
the reports to their required recipients, they may be used. However, where eectronic means can't achieve
this goal, hard copy (paper) reports must be provided.

Question: Must a mammography report be provided to the headth care provider or sdf-referred patient if the
images from an examination are re-read by a physcian not associated with the facility where the examination
was origindly performed and interpreted (e.g., if the patient or hedlth care provider requests a second
opinion from ancther facility)?

Answer: No, there is no requirement that a mammography report be provided when re-interpretations of
images are done at afacility different from the facility that made the origind interpretation. However, FDA
strongly recommends that the second facility inform the hedlth care provider or self-referred patient
requesting the second opinion of the results, especialy when the second opinion differs from the initia
results.

900.12(c)(5)

Mammogr aphic image identification. Each mammographic image shall have the following
information indicated on it in a permanent, legible, and unambiguous manner and placed so as not
to obscure anatomic structures:

(i) Name of patient and an additional patient identifier.

(ii) Date of examination.

(iif) View and laterality. Thisinformation shall be placed on the image in a position near the
axilla. Sandardized codes specified by the accreditation body and approved by FDA in accordance
with Sec. 900.3(b) or Sec. 900.4(a)(8) shall be used to identify view and laterality.

(iv) Facility name and location. At a minimum, the location shall include the city, Sate, and zip
code of the facility.

(v) Technologist identification.

(vi) Cassette/screen identification.

(vii) Mammography unit identification, if there is more than one unit in the facility.

Question: We have limited space in our film flasher and do not want to use “ stick-on” labels. Can we
abbreviate our facility name and address?

Answer: The intent of this regulation is to ensure that, in the event the films become separated from any

other identifying materids, the originating mammography facility can be readily identified and the films can be
returned or the facility contacted, if necessary. Abbreviations of the facility name, city, State and zip code
(5 vs. 9 digit) are acceptable as long as the abbreviations clearly identify these items and are not ambiguous.
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Quality Assurance - General

21 CFR 900.12(d)

Quality assurance--general. Each facility shall establish and maintain a quality assurance program
to ensure the safety, reliability, clarity, and accuracy of mammography services performed at the
facility.

(1) Responsible individuals. Responsibility for the quality assurance program and for each of its
elements shall be assigned to individuals who are qualified for their assignments and who shall be
allowed adequate time to perform these duties.

() Lead interpreting physician. The facility shall identify a lead interpreting physician who shall
have the general responsibility of ensuring that the quality assurance program meets all
requirements of paragraphs (d) through (f) of this section. No other individual shall be assigned or
shall retain responsibility for quality assurance tasks unless the lead interpreting physician has
determined that the individual's qualifications for, and performance of, the assignment are adequate.

(i) Interpreting physicians. All interpreting physicians inter preting mammograms for the facility
shall:

(A) Follow the facility procedures for corrective action when the images they are asked to
interpret are of poor quality, and

(B) Participate in the facility's medical outcomes audit program.

(iii) Medical physicist. Each facility shall have the services of a medical physicist available to
survey mammography equipment and over see the equipment-related quality assurance practices of
the facility. At a minimum, the medical physicist(s) shall be responsible for performing the surveys
and mammography equipment eval uations and providing the facility with the reports described in
paragraphs (e)(9) and (e)(10) of this section.

(iv) Quality control technologist. Responsibility for all individual tasks within the quality
assurance program not assigned to the lead interpreting physician or the medical physicist shall be
assigned to a quality control technologist(s). The tasks are to be performed by the quality control
technologist or by other personnel qualified to perform the tasks. When other personnel are utilized
for these tasks, the quality control technologist shall ensure that the tasks are completed in such a
way as to meet the requirements of paragraph (e) of this section.

Question: Can afacility designate more than one lead interpreting physician a atime?

Answer: No. While afacility can change who is designated as the lead interpreting physician, there can be
only one lead interpreting physician a any onetime.

Quedtion: Can afacility designate more than one qudity control technologist a atime?
Answer: While the regulations dlow afacility to desgnate more than one qudity control technologist & a
time, FDA recommends that this option be used sparingly. Having a single qudity control technologist who

has overdl responshbility for the portions of the quality assurance program not assigned to the lead
interpreting physician or medica physcist generdly dlowsfor better management of the system.
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Quedtion: Mugt the lead and audit physician(s) be listed as interpreting physician(s) at the facility?

Answer: Yes. Thelead and audit physician(s) must be listed as interpreting physician(s) a the facility so that
their quaifications can be evauated at the time of the ingpection. This does not require that the physician(s)
actudly interpret examinaions at the facility.

Quality Assurance — Records

21 CFR 900.12(d)(2)

Quality assurance records. The lead interpreting physician, quality control technologist, and medical
physicist shall ensure that records concer ning mammography technique and procedures, quality
control (including monitoring data, problems detected by analysis of that data, corrective actions,
and the effectiveness of the corrective actions), safety, protection, and employee qualificationsto
meet assigned quality assurance tasks are properly maintained and updated. The quality control
records shall be kept for each test specified in paragraphs (e) and (f) of this section until the next
annual inspection has been completed and FDA has determined that the facility isin compliance
with the quality assurance requirements or until the test has been performed two additional times at
the required frequency, whichever islonger.

Question: How long do “Personnd Responsihilities’, “ Technique Charts” and “ Procedures for Safety and
Protection of Patients & Personnd” records have to be maintained?

Answer: The purpose of the quality assurance recordsis to demondtrate that the quaity assurance
requirements are met. Records of “Personnel Responsibilities’ (and employee qudifications to meet the
assigned respongihilities), “Technique Charts’” (and the other records on mammography technique and
procedures), and “ Procedures for Safety and Protection of Patients and Personnel”, change infrequently and
irregularly. These records must be kept until the first ingpection after each update and until any questions
from that ingpection have been resolved. Once this has been done, the updated record must be retained to
show that the requirement continues to be met, however, the old record can be discarded, if the facility
wishes.

In contrast to the quaity assurance records, pecific time periods have been established for retention of the
qudity control records, for which new information is collected on arequired schedule.

Quedtion: Isit acceptable for atechnique chart to amply date that the facility is usng the unit initsfully
automatic mode (e.g., BACE, AOP, or smilar modes) for al routine examinations?

Answver: Yes. However, if such atechnique chart is used, the facility may not use the unit if the automatic
mode listed on the technique chart falls. For this reason, FDA strongly recommends that the facility
develop, and have available, a technique chart that includes manua techniques and/or other AEC modes.
The technique chart could then be used as a guide for the radiologic technologist in the event that the fully
automatic mode failed or was not suitable for use with a specific patient.
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Quality Control (QC) Tests— General/Other Than Annual

Quedtion: Under the find regulations, must facilities chart the data for quality control tests, such as processor
senstometry or phantom image evaduation?

Answer: No. Whilefacilities are required to keep records for the required QC tests, facilities are not
required to record the data on charts or graphs. However, we believe that charting/graphing of these test
data provides a valuable tool for the facility to monitor trends associated with the data and to take
corrective action prior to equipment performance exceeding regulatory action limits. The use of
charts/graphs will adso serve to expedite the inspection process resulting in Sgnificant savings in fadlity time
and resources.

Quedtion: How should facilities retain QA/QC records for equipment (film processors and/or
mammographic units) that werein use for a period of time between the previous MQSA inspection and the
current ingpection, and have since been retired from use and replaced with new equipment?

Answer: The requirement for maintenance of QA/QC records for equipment currently being used is that
these records must be maintained until the next annua ingpection has been completed and FDA has
determined that the facility isin compliance with the requirements or until the test has been performed two
additiond times at the required frequency, whichever islonger. However, for film processors and/or
mammographic units that are no longer at the facility, the records need only be kept for that equipment until
the next annua ingpection has been completed and FDA has determined that the facility isin compliance
with the requirements.

Question: Must the QC records indicate the actua numerica result of the QC test (e.g. compression, fixer
retention) or just whether it passes or fails?

Answer: QC records must show the numerica results of those QC tests for which numbers are anaturd by-
product of thetest. These numericd results will indicate whether the QC tests are within the required action
or control limits. These numerical results must be provided in addition to the pass fail indication. However,
for tests such as artifact evauation, where no meaningful quantitative test results are produced, a pass/fall
indication would be appropriate and sufficient.

21 CFR 900.12(e)(2)

Weekly quality control tests. Facilities with screen-film systems shall perform an image quality

evaluation test, using an FDA-approved phantom, at |east weekly.

(i) Theoptical density of the film at the center of an image of a standard FDA-accepted phantom
shall be at least 1.20 when exposed under a typical clinical condition.

(i) Theoptical density of the film at the center of the phantom image shall not change by more
than <plus-minus> 0.20 from the established operating level.

21



(iif) The phantom image shall achieve at |east the minimum score established by the accreditation
body and accepted by FDA in accordance with Sec. 900.3(d) or Sec. 900.4(a)(8).

(iv) The density difference between the background of the phantom and an added test object, used to
assess image contrast, shall be measured and shall not vary by more than <plus-minus> 0.05
from the established operating level.

Quedtion: If aweekly QC test is performed every week but not every 7 days, can the facility be cited?

Answer: No. Since the regulations do not specify that the weekly test be performed on the same day every
week (i.e, every 7 days), the facility can not be cited if it performs the weekly test every week but on
different days in different weeks.

Quegtion: When performing the weekly phantom QC test, should we use film from the box currently being
used to produce clinica exams or film from the box used for quality control purposes?

Answer: It is recommended that the phantom image evauation test be performed using films from the box
currently being used to produce clinical mammograms. If dedicated boxes of QC films are used for the
phantom tests, the chance of detecting problems with the clinicaly used film is sacrificed.

FDA redizes that, due to differences in emulsion batches, a phantom image test with films from a new box
may show variance in optical densty and dengty difference greater than the allowed limits (when measured
againg the operating level established with films from the previous box). In such a case, facilities are advised
to first check the whole imaging chain including the processor performance (facilities may wish to contact
their medica physicigt for help with this process). If no problems are detected, the facility may assume the
changeis dueto different film emulsons. They may then adjust thar typicd clinicd technique factors to
meet the phantom optica dengty requirements.

Quedtion: When evauating the phantom QC test, must the technologist and the physicist adjust the phantom
scoring for artifacts?

Answer: A facility mugt follow the phantom image scoring methodology established by its accreditation
body.

Quedtion: We perform our weekly phantom images using the AEC mode rather than the Full-Auto mode
that we typicaly usefor patients. s this acceptable toward meeting the requirement?

Answer: No. If thefacility clinicaly uses the Full-Auto mode for its sSandard breast patients, the weekly
phantom images must be obtained using that mode. FDA requires the weekly phantom image be produced
using the same clinica conditions that are used for its patients with the standard breast (compressed breast
thickness of 4.2 cm, with breast tissue congisting of gpproximately 50% adipose (fat) tissue and 50%
glandular tissue in compodtion). Prior to performing mammography on patients, the phantom image must
achieve a least the minimum phantom score established by the accreditation body and must be within the
action limits established for the 3 optical dengity requirements.
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Quedtion: When performing the weekly phantom image test must we monitor kVp and/or mAs?

Answer: No. The only requirements on the weekly phantom image test are that the phantom image achieve
at least the minimum phantom score established by the accreditation body and must be within the action
limits established for the 3 optical dengity requirements. FDA is aware that many facilities are monitoring
kVp and/or mAs as part of their weekly phantom QC testing. Thisisnot required. If afadility usesthe
Full-Auto mode and monitors kVp and/or mAs, it will probably observe that, over time, the Full-Auto
mode leads to small variationsin the kVp selected by the unit for the phantom exposures. Even smdll
vaiaionsin kVp may lead to Sgnificant variaionsin the mAs vaues obtained. While smal variaionsin
kVp are to be expected when using the Full-Auto mode, large variations in kVp (greater than 1 kVp of the
vaue usudly obtained) may indicate an equipment problem and should be further evauated.

Mobile facilities should be aware of the following if they are monitoring mAs as part of their post-move-pre-
exam testing. Performing the post-move-pre-exam test in the Full-Auto mode may be ingppropriate (due to
the variability of kVp and mAs as previoudy mentioned). In such cases, the facility should use the AEC
mode to perform the post-move-pre-exam test, even if they use the Full-Auto mode for their patients with
the standard breast. Note: The weekly phantom QC test must be performed using the same dlinicdl
conditions that the facility usesfor its patients with the standard breest.

Quedtion: If the OD for the weekly phantom test fals below 1.20, must the unit be recdibrated or can we
adjust the dengity setting to obtain a1.20 OD?

Answer: If the OD at the center of the phantom image fals below the required minimum of 1.20 OD, the
facility should take the following seps

1. Ensurethat the phantom is exposed using typica clinical conditions and that the pogition of the phantom
and, where appropriate, the position of the AEC detector have not changed from that used for prior
images.

2. Reevduatethe dally processor performance and make sure the processor is properly optimized
according to the film manufacturer’ s specifications.

3. Check the function of the mammography unit by comparing the mammography unit’s current mAs
output with vaues obtained for previous phantom images (assuming that the facility has been tracking
mAs and has been using the same kVp and film emulsor/screen combination). If the mAs has changed
by more than 15%, the medica physicist should be called to check the entire imaging chain, including
the mammography unit.

4. Adjust the dengty control setting (if no problems are found in steps 2 and 3) to obtain adengty of at
least 1.20 OD at the center of the phantom image.

5. Adjust the densty control settings used clinicaly to be consstent with the changesin step 4.

If the dengty again fdls beow 1.20 OD the next time the phantom image is performed (using the film from

the same box and the same density and processor settings), the facility should consult with its physicist and
check the entire imaging chain before performing mammograms.
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Question: If the OD for the weekly phantom test changes by more than +/- 0.20 from the established
operating level, must the unit be recdlibrated or can we adjust the density setting to bring the OD within the
action limits of the operating level?

Answer: If the OD changes by more than +/- 0.20 from the established operating levd, the facility should
take the following steps:

1. Ensurethat the phantom is exposed using typica clinical conditions and that the pogition of the phantom
and, where appropriate, the position of the AEC detector have not changed from that used for prior
images.

2. Reevauatethe dally processor performance and make sure the processor is properly optimized
according to the film manufacturer’ s specifications.

3. Check the function of the mammography unit by comparing the mammography unit’'s current mAs
output with vaues obtained for previous phantom images (assuming that the facility has been tracking
mAs and has been using the same kVp and film emulsor/screen combination). If the mAs has changed
by more than 15%, the medica physicist should be called to check the entire imaging chain, including
the mammography unit.

4. Adjus the dendty control setting (if no problems are found in steps 2 and 3) to obtain a dengty within
+/- 0.20 of the established operating level.

5. Adjust the densty control settings used clinicaly to be consstent with the changesin step 4.

If the dengity again changes by more than +/- 0.20 from the established operating level (using the film from
the same box and the same density and processor settings), the facility should consult with its physicist and
check the entire imaging chain before performing mammograms.

Question: Musgt the weekly phantom test be performed for al image receptor sizes?

Answer: No, facilities are not required to perform phantom image evauation for al image receptor Sizes.
Phantom image quality should not be significantly affected by receptor sze. Because dl currently approved
phantoms smulate a standard breast, FDA recommends that the small image receptor size be used for

phantom image evaduation.

Quedtion: Must the interpreting physician evauate the weekly phantom QC test?

Answer: No, the regulations do not require that the interpreting physician evauate the weekly phantom QC
test. However, the interpreting physicians may perform or evauate the weekly phantom QC tes, if the
facility so chooses.

21 CFR 900.12(€)(4)

Semiannual quality control tests. Facilities with screen-film systems shall perform the following
quality control tests at least semiannually:
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(i) Darkroomfog. The optical density attributable to darkroom fog shall not exceed 0.05 when a
mammography film of the type used in the facility, which has a mid-density of no lessthan 1.2
OD, is exposed to typical darkroom conditions for 2 minutes while such filmis placed on the
counter top emulsion side up. If the darkroom has a safelight used for mammography film, it
shall be on during this test.

(i1) Screen-film contact. Testing for screen-film contact shall be conducted using 40 mesh copper
screen. All cassettes used in the facility for mammography shall be tested.

Question: Must the screen-film contact and uniformity of screen speed tests be performed on new cassettes
prior to clinica use and must the medica physcist perform the tets?

Answer: The screen-film contact and uniformity of screen speed tests must be performed on new cassettes
prior to clinical use. Because the screen-film contact test is a semi-annua QC tet, the QC technologist
may perform thistest. The uniformity of screen peed test is part of the annud physicist’s survey and, in that
context, must be performed by the medica physicist. However, in the context of cassettes being added
during the course of the year (between annua physics surveys), the QC technologist (or someone with
adequate training designated by the QC technologist) can perform this test in consultation with the medica
physicis. Thefacility isreminded, however, that if the newly acquired cassette(s) are used to image the
standard breast and are of a ggnificantly dower speed from the existing group of cassettes, a mean
glandular dose measurement must be performed for the new group of cassette(s). In such a case, the
medica physicist must perform this dose measurement test before this group of cassettes is used on patients.

(ill)Compression device performance.
(A) A compression force of at least 111 newtons (25 pounds) shall be provided.
(B) Effective October 28, 2002, the maximum compression force for the initial power drive
shall be between 111 newtons (25 pounds) and 200 newtons (45 pounds).

Quedtion: What compression device performance requirements are in effect prior to October 28, 20027

Answer: Until October 28, 2002, the only requirements regarding compression device performance are that
it be provided and that it be capable of generating at least 25 pounds of pressure. The pressure can be
generated using manua or power drive or acombination of both.

Quedtion: Severd mammography units have initid compression devices that generate more than 45 pounds
of pressure. Will they have to be replaced or modified after October 28, 20027

Answer: Yes, these unitswill have to be replaced or modified to meet the regulaions. The regulaions
require that effective October 28, 2002, the initid power drive compression must not exceed 45 pounds
(200 newtons). The purpose of this requirement isto help prevent patient injury due to the inappropriate
use of excessve compression force. Units providing amaximum initid compression force of more than 45
pounds (200 newtons) will be non-compliant after October 28, 2002. Compression forces greater than 45
pounds (200 newtons) are dlowed in the fine adjustment mode.
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Quality Control Tests- Annual

21 CFR 900.12(e)(5)

Annual quality control tests. Facilities with screen-film systems shall perform the following quality
control tests at least annually:

0] Automatic exposure control performance.

(A) The AEC shall be capable of maintaining film optical density within <plus-minus> 0.30 of
the mean optical density when thickness of a homogeneous material isvaried over a range
of 2to 6 cmand the kVp is varied appropriately for such thicknesses over the kVp range
used clinically in the facility. If thisrequirement cannot be met, a technique chart shall be
devel oped showing appropriate techniques (kVp and density control settings) for different
breast thicknesses and compositions that must be used so that optical densities within <plus-
minus> 0.30 of the average under phototimed conditions can be produced.

(B) After October 28, 2002, the AEC shall be capable of maintaining film optical density
(OD) within <plus-minus> 0.15 of the mean optical density when thickness of a
homogeneous material is varied over arange of 2 to 6 cmand thekVpisvaried
appropriately for such thicknesses over the kVp range used clinically in the facility.

(C) The optical density of the filmin the center of the phantom image shall not be less than 1.20.

Question: Do units with multiple AEC detectors have to have each detector tested individualy?

Answer: Where amammography unit has multiple AEC detectors designed to function independently, each
detector must be tested separately (e.g., different AEC detectors for the different size cassette holders or
more than one independently selectable AEC detector in a single cassette holder). Where a mammography
unit has multiple AEC detectors designed to function as a angle unit, the AEC detector unit must be tested.
For example, asingle detector that can be moved to different positions needs to have the detector tested at
only one of those positions. A system with three fixed detectors, each of which can be sdected individualy,
needsto have dl three detectorstested. A large field detector that automatically sdectsits active area
needs to be tested only as a single detector.

(i) Kilovoltage peak (kVp) accuracy and reproducibility.
(A) ThekVp shall be accurate within <plus-minus> 5 percent of the indicated or selected kVp
at:
(1) Thelowest clinical kVp that can be measured by a kVp test device;
(2) The most commonly used clinical kVp;
(3) The highest available clinical kvp, and
(B) At the most commonly used clinical settings of kVp, the coefficient of variation of
reproducibility of the kVp shall be equal to or less than 0.02.

Quedtion: Does this regulation require that kVp be within 5% agreement with an absolute sandard or within
5% agreement with the field measuring instrument?
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Answer: Thefind regulations require that the kVp be accurate within + 5 % of the indicated or selected
kVp. The agency redizes that many non-invasive kVp measurement meters may not provide that leve of
absolute accuracy when compared to anationd standard. The intent of the regulation isthat the indicated or
selected kVp bewithin £ 5% of the value measured by the meter used.

(viii)  Uniformity of screen speed. Uniformity of screen speed of all the cassettes in the facility shall be
tested and the difference between the maximum and minimum optical densities shall not exceed
0.30. Screen artifacts shall also be evaluated during this test.

Quedtion: Must the screen-film contact and uniformity of screen speed tests be performed on new cassettes
prior to clinica use and must the medicd physicist perform the tests?

Answer: The screen-film contact and uniformity of screen speed tests must be performed on new cassettes
prior to clinical use. Because the screen-film contact test is a semi-annua QC test, the QC technologist may
peform thistest. The uniformity of screen speed test is part of the annud physicist’s survey and, in that
context, must be performed by the medica physicist. However, in the context of cassettes being added
during the course of the year (between annua physics surveys), the QC technologist (or someone with
adequate training designated by the QC technologist) can perform this test in consultation with the medica
physcist. Thefacility isreminded, however, that if the newly acquired cassette(s) are used to image the
standard breast and are of a ggnificantly dower speed from the existing group of cassettes, a mean
glandular dose measurement must be performed for the new group of cassette(s). In such acase, the
medica physicist must perform this dose measurement test before this group of cassettes is used on patients.

(x) Radiation output.

(A) The systemshall be capable of producing a minimum output of 4.5 mGy air kerma per
second (513 milli Roentgen (MR) per second) when operating at 28 kVp in the standard
mammography (moly/moly) mode at any S D where the systemis designed to operate
and when measured by a detector with its center located 4.5 cm above the breast
support surface with the compression paddle in place between the source and the
detector. After October 28, 2002, the system, under the same measuring conditions
shall be capable of producing a minimum output of 7.0 mGy air kerma per second (800
mR per second) when operating at 28 kVp in the standard (moly/moly) mammography
mode at any S D where the systemis designed to oper ate.

(B) The system shall be capable of maintaining the required minimum radiation output
averaged over a 3.0 second period.

Question: Radiation output isto be measured over a 3 second period. Can exposures of lessthan 3
seconds meet the requirement as long as the total output meets the requirement?

Answver: Yes. Theintent of thisregulation isto ensure that dl mammography units have the cgpability of

achieving the proper film exposure level without excessvely long exposure times. Units that are cgpable of
producing at least 13.5 mGy air kerma (1539 mR) within a 3 second period or less meet the requirement.
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After October 28, 2002, units must be capable of producing at least 21 mGy air kerma (2400 mR) within a
3 second period or less.

(xi)  Decompression. If the systemis equipped with a provision for automatic decompression
after completion of an exposure or interruption of power to the system, the system shall be
tested to confirmthat it provides:

(A) Anoverride capability to allow maintenance of compression;

(B) A continuous display of the override status; and

(©) A manual emergency compression release that can be activated in the event of power
or automatic release failure.

Quedtion: We have a DMR unit in which the automatic decompression override status is displayed only
under certain conditions, does this still meet the requirement to be continuoudy displayed?

Answer: Yes. If the“certain conditions’ referred to are:

1 The automatic decompression override status displays only when compression is applied, or
2. If there are other messages displayed in addition to the override satus, the display of the override

gatus will cycle with the other messages, thus override status will be interrupted briefly while the
other messages are displayed (this feature is dso characteristic of some other models of GE
mammographic units).

We have determined that these conditions satisfy the intent of the requirement, which isthat there must be
means to dert the operator to the status of the automeatic decompression override so that he or she may
change that gtatus, if he or she wishes, before producing the mammographic images.

Question: Our unit’s automatic decompression mechanism has been deactivated and can't be reactivated by
anyone a thefacility. Doesits Satus ill have to be continuoudy displayed?

Answer: No. If that mechanism has been disabled and can’t be reactivated by the operators then, in our
view, the unit does not have an automatic decompression mechanism. Because the requirement for a
continuous display, like dl the other requirements in this section, gpplies only to units with an autometic
decompresson mechanism, your unit does not have to have such adisplay. Should the automatic
decompression mechanism be reactivated in the future, then your unit would have to meet dl applicable
requirements, including the requirement for a continuous display of the override datus.

FDA recommends that the fact that the automatic decompression mechanism has been disabled, be
indicated by alabel on the control panel so that al operators, old and new, are fully aware of this.

Quedtion: Mugt al mammography units have an emergency compression release?
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Answer: The emergency releaseis only required for those systems with automatic decompression (which
may fail to operate in the event of a power failure). However, FDA recommends that al systems provide
for the emergency release of patients.

Quedtion: The regulations state that while in automatic decompression override status, mammography
equipment must provide "maintenance of compresson” after completion of an exposure or in case of a
power interruption. What degree of compression and for how long must it be maintained?

Answver: The intent of this requirement is that systlems in override status alow the continuation of
compression o that it is not rleased in a manner likdly to cause patient injury. The facility should evauate
sysem usein their cinica setting. Those systems used for both invasive and non-invasive procedures
provide the greatest potentid for injury. In this context, the degree of compression and the time for which it
is maintained should be assessed with regard to the potentid for patient injury.

Medical Physicist’s Annual Survey

21 CFR 900.12(e)(9)

urveys.

(i) Atleast once ayear, each facility shall undergo a survey by a medical physicist or by an
individual under the direct supervision of a medical physicist. At a minimum, this survey shall
include the performance of tests to ensure that the facility meets the quality assurance
requirements of the annual tests described in paragraphs (e)(5) and (e)(6) of this section and
the weekly phantom image quality test described in paragraph (€)(2) of this section.

(i) Theresultsof all tests conducted by the facility in accordance with paragraphs (e)(1) through
(e)(7) of this section, as well as written documentation of any corrective actions taken and
their results, shall be evaluated for adequacy by the medical physicist performing the survey.

(i) The medical physicist shall prepare a survey report that includes a summary of this review and
recommendations for necessary improvements.

(iv) Thesurvey report shall be sent to the facility within 30 days of the date of the survey.

(v) Thesurvey report shall be dated and signed by the medical physicist performing or supervising
the survey. If the survey was performed entirely or in part by another individual under the
direct supervision of the medical physicist, that individual and the part of the survey that
individual performed shall also be identified in the survey report.

Quedtion: Under the interim regulations, FDA dlowed some flexibility with respect to scheduling physics
surveys. Will this continue under the fina regulations?

Answver: Yes. While the medica physics survey must be performed annudly, FDA redizes that surveys
cannot usudly be scheduled exactly on the anniversary date of the previous survey. Therefore an occasiond
period of up to 14 months between surveys is acceptable. Facilities may choose, however, to have the
physics surveys performed at higher frequencies (shorter intervas) during any annua cycle.
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Question: Will physics surveys performed before 4/28/99 but inspected after 4/28/99 be evauated against
the standards of the find regulations?

Answer: No. Physics surveys performed under the interim regulations (before April 28, 1999) will be
evauated agang the sandards of the interim regulations even if the facility isingpected after April 28, 1999.

Question: When conducted for the annua survey, must dl the tests be performed by, or under the direct
supervision of, amedica physcist?

Answer: Yes. All testing conducted to satisfy the annud physicist survey requirements of 900.12(e)(9) must
be performed by, or under the direct supervison of, an MQSA qudified medicd physcigt.

21 CFR 900.12(e)(10)

Mammography equipment evaluations. Additional evaluations of mammography units or image
processors shall be conducted whenever a new unit or processor isinstalled, a unit or processor is
disassembled and reassembled at the same or a new location, or major components of a
mammography unit or processor equipment are changed or repaired. These evaluations shall be
used to determine whether the new or changed equipment meets the requirements of applicable
standards in paragraphs (b) and (e) of this section. All problems shall be corrected before the new or
changed equipment is put into service for examinations or film processing. The mammography
equipment evaluation shall be performed by a medical physicist or by an individual under the direct
supervision of a medical physicist.

Quedtion: Mugt a currently certified facility or afacility undergoing certification for the first time have the find
written report of the equipment evauation before clinicaly usng anewly added or modified unit?

Answer: No, however, the currently certified facility or afacility undergoing certification for the first time
must have, at aminimum, awritten document of the test results, provided by the medica physicigt, before
any dinicd use of the new or modified equipment. Thisinitid documentation can smply be alig of dl
gpplicable tests performed on the equipment with an indication that the equipment passed dl the tests.
Mammography equipment evauations must be performed by qudified medical physicists and must
determine whether the new or modified equipment meets the requirements of applicable standards sated in
sections 900.12(b) and (e) of thefind regulations.

Mammography Medical Outcomes Audit

21 CFR 900.12 (f)(2)

General requirements.

Each facility shall establish a system to collect and review outcome data for all mammograms
performed, including followup on the disposition of all positive mammograms and correlation of
pathology results with the interpreting physician’s mammography report. Analysis of these outcome
data shall be made individually and collectively for all interpreting physicians at the facility. In
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addition, any cases of breast cancer among women imaged at the facility that subsequently became
known to the facility shall prompt the facility to initiate followup on surgical and/or pathology
results and review of the mammograms taken prior to the diagnosis of a malignancy.

Question: An interpreting physician has Ieft our facility snce completing our last medicd audit. Does he/she
dill have to be included in this year's medicad audit?

Answver: Yes. All interpreting physicians must be included in the audit. While the number of cases included
in the audit for such physicians may be low, thisinformation can give the facility an idea of whether the
physician is congstent with the rest of the interpreting physicians at the facility. Because the physicianisno
longer a the facility, there is no requirement thet the facility inform this physician of hisher audit results. For
self-assessment purposes, it is recommended that the physician try to obtain hisher audit results.

Quedtion: We used alocum tenensinterpreting physician during the year, but only for ashort time. Does
he/she till have to be included in our medica audit?

Answver: Yes. All interpreting physicians must be included in the audit. While the number of casesincluded
in the audit for such a physician may be low, thisinformation can give the facility an idea of whether the
locum tenens is consstent with the ret of the interpreting physicians at the facility. Because the physicianis
no longer a the facility, there is no requirement that the facility inform this physician of hisher audit results.
For self-assessment purposes, it is recommended that the locum tenens physician try to obtain his’her audit
results from dl the facilities where mammography services were provided.

Quedtion: How should “false negatives’ be included in the medica audit?

Answer: Facilities must include in their audit, any cases of breast cancer among patients imaged at the facility
that subsequently become known to the facility. The manner in which thisinformation isincluded in the audit
isleft up to the facility. For example, whether to include such information in the analysis for the yeer in
which the mammogram was origindly performed or for the year when the cancer was discovered isleft up
to thefacility. The facility’s guiding principle should be to present the information in the manner most useful
to thefacility. Because of the rarity of “fase negatives” FDA aso recommends that facilities periodicaly
review al such casesto determine if there are any patterns to their occurrence that may only be evident by
looking a more than asngle year' s andysis.

Question: If afacility becomes aware of breast cancer in a patient whose mammogram was performed more
than one year ago, do they Hill have to review that mammogram and include it in the audit?

Answer: Yes. Because the growth rate of breast cancer can be quite variable, facilities are required to
perform such reviews on dl cases where they Hill have the mammogram. Since facilities are required to
maintain the most recent mammogram for ten years (unless the films have been transferred), facilities could
be reviewing films as old asten years.
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21 CFR 900.12 (f)(3)

Audit interpreting physician. Each facility shall designate at |east one interpreting physician to
review the medical outcomes audit data at least once every 12 months. This individual shall record
the dates of the audit period(s) and shall be responsible for analyzing results based on this audit. This
individual shall also be responsible for documenting the results and for notifying other interpreting
physicians of their results and the facility aggregate results. If followup actions are taken, the audit
interpreting physician shall also be responsible for documenting the nature of the followup.

Quedtion: Mugt the lead and audit physician(s) be listed as interpreting physician(s) at the facility?

Answer: Yes. Thelead and audit physician(s) must be listed as interpreting physician(s) a the facility so that
their qudifications can be evauated at the time of the ingpection. This does not require that the physician
actudly interpret examinaions a the facility.

Quedtion: Can afacility desgnate more than one audit interpreting physician a atime?

Answer: While the regulations dlow afacility to designate more than one audit interpreting physcian a a
time, FDA recommends that this option be used sparingly. Having a single audit interpreting physician who
has overdl| responghility for the medica audit generdly alows for better management of the system.

Consumer Complaint M echanism

21 CFR 900.12 (h)

Consumer complaint mechanism.

Each facility shall:
(1) Establish a written and documented system for collecting and resolving consumer
complaints;
(2) Maintain arecord of each serious complaint received by the facility for at least 3 years
from the date the complaint was received,;
(3) Provide the consumer with adequate directions for filing serious complaints with the
facility’ s accreditation body if the facility is unable to resolve a serious complaint to the
consumer’ s satisfaction;
(4) Report unresolved serious complaints to the accreditation body in a manner and time
frame specified by the accreditation body.

Question: Does the complaint mechanism have to be posted?
Answver: No. Thefina regulations do not require facilities to post a sign describing how consumers can file
complaints. The MQSA certificate includes the name and address of the facility’ s accreditation body, and

filing a complaint with the accreditation body is the next step for consumers registering acomplaint. The
fadlity is required to post their certificate prominently within the view of patients.
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Thefind regulations aso require the facility to give consumers with serious unresolved complaints directions
for filing such complaints with the facility's accreditation body.

While not required, FDA encourages facilities to post asign informing their patients of the presence of its
complaint mechanism. Facilities can use messages such as, “We care about our patients. If you have
comments, compliments, and/or concerns, please direct them to (the name of the person at the facility who
isrespongble for complaints).”

Additiond suggestions for making patients aware of the complaint mechaniam include: providing information
about the complaint mechanism on the patient information sheet filled out before the exam, and requesting
that patients complete acomment card following the mammography exam. FDA adso encourages the facility
to train its Saff to be receptive to patient concerns so that the patient will fee comfortable in expressing
those concerns.
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